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Application/Control Number: 09316387 
Art Unit: 1647 

DETAILED ACTION 
Election/Restriction 

, . Applicant's eiection of Group I, claims 1-9 in PaperNo. 8 is acknowledged. Because 
appiicant did not distinctly and specifically point out the supposed errors in the restriction 

2 Claims 10-22 are withdrawn from further consideration pursuant to 37 CFR 1.142(b) as 
being drawn to noneiected inventions, mere being no allowabie generic or linking claim. Election 

was made without traverse in Paper No. 8. 

Claim Rejections - 35 USC § 112 
3. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 
The specification shall contain a W — 

process of making and using it, ,n such full, clear conc^e and ex ^ 
carrying out his invention. 

4 Claim 9 is rejected under 35 U.S.C. 112, first paragraph, as containing subject matter 
which was no, described in the specification in such a way as to enable one skilled in the art to 
which i, pertains, or with which i, is most nearly connected, to make use the invention. 

Claim 9 requires the essentia, material 
,F4), and X8(31-8C7). However, ° f Kl(57 ' 

recited antibodi e, Becau* £ is not dear £ ££^£2*. L 1 reproducibly 
18H12), k4(U-1F4), and X8(31-8C7) ^ ™ *\ ' ^ claims requir e the use of 

isolated from nature without ^^^S'L patent purposes is required. 
Kl(57-18H12), K4(11-1F4), and ^ ^^Stan of the antibodies claimed in claim 
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Art Unit: 1647 

C o„,d notbe assured of the abihty to practice the invention as claimed. Exact replication of the 
antibodies is an unpredictable event. insufficient assurance that all required 

affidavit or deciaration by applicant or ass-gnee* , or =Ld registration 

authority and control over ^.^^SivTSuional Depository Authority under 
number stating that the depos,t has been accepted b ^™«° > access t0 the deposit 

the provisions of the Budapest Treaty ^£**£TJ Ration. These requirements 
will be irrevocably removed upon the grant f { he P B P uda pest Treaty as the Treaty 

are necessary when deposits a« » = ,o « rfft^ P f ^ ^ ^ 

^Z^Sr-* S» name and full street address of the depos.tory ,s 

^If the deposits have no, been made under the p— * 
order to certify Aatthe deposits comply «y 
assurance, regarding ^^^5^ or in the form of a 

Commissioner upon the availability to me public of the deposited biological materia, 
O the deposits will be mamtamed in a pubhc depos. ory to p M of flve 

M0 %Z1^ bVSifty should become nonviable or „on replicable. 

to addition, a deposit of biologica! material^ ^^S^ST 
directly or indirectly must be viable at tie urn « me deposited 

Viability may be tested by the deposrtory ™* ° ™ r ^ d > s]i ofa biological 

rsrrSeu^rr^^ 

1) The name and address of the depository; 

2) The name and address of the depositor; 
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3) The date of deposit; _ 

4) The identity of the deposit and the accession number given by the depository; 

5) The date of the viability test; 

6) The procedures used to obtain a sample if the test is not done by the depository, and 

7) A statement that the deposit is capable of reproduction. 

As a means for completing the record, applicant may submit a copy of the contract with 
the deDOsitorv for deposit and maintenance of each deposit. 

If the deposit was made after the effective filing date of the application for patent in the 
United States, a verified statement is required from a person in a position to corroborate that the 
KU57-18H12) K4(l 1-1F4), and A8(31-8C7) antibodies described in the specification as filed is 
the same as that deposited in the depository. Corroboration may take the form , rfa^tfa 
chain of custody from applicant to the depository coupled with corroboration that the deposit is 
iScal to the biological material described in the specification and in the applicant's possession 
at the time the application was filed. 

Applicant's attention is directed to Tn re Lundack, 773F.2d. 1216, 227 USPQ 90 (CAFC 
1985) and 37 CFR § 1.801-1.809 for further information concerning deposit practice. 

5. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

6. Claims 1-9 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. The claim recites a "therapeutically effective dose" without defining the relevant 
amount or result to be obtained and thus the metes and bounds/scope of the claim cannot readily 

be discerned by one of skill in the art. 

Claim Rejections - 35 USC§102 or 103 
7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 



A person shall be entitled to a patent unless -- 
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•• -cxllSC 103(a) which forms the basis for all 
8 . T hefollowingisaquotationof351J.S.C. 1<UW 

obviousnessrejectionsse.for.hmth.sOffleeaC.on: 

14rin«hk**.ta«*«»»«»* 1 - u Ttvn fthe 

„— ownedatthetimeany— 

— — — — °^ at, T:r 

• , « 1 1 «j C 102(f) or (g) prior art under 35 U.S.C. 103(a). 
and potential 35 U.S.C.102(t) or uyp w ,, v „ et 

^ j MiISC 102(b) as being anticipated by Walkeret 
9 . Claims 1, and 3-1 are rejected under 35 U.S.C. 102W 

„ J. of Neuropath. ft Exp. Neuro!., 53(4):377- 8 3, My 1994. 
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378, column 1, Injection of antibody, lines 1-2. The antibody inherently opsonizes upon binding, 
absent evidence to the contrary. Thus, the reference teachings anticipate the claimed invention. 
10. Claims 1, 3-4 and 8 are rejected under 35 U.S.C. 102(b) as being anticipated byKonig et 

al., W096/25435, 22 August 1996. 

Konig et al., teach administration of monoclonal antibodies which bind amyloid fibrils, 
see in particular claims 9-20 and pp. 6-8 for treatment of Alzheimers disease. The antibodies 
specifically bind amyloid fibrils, see in particular p. 6, line 25 . Thus, the reference teaches a 
method which comprises treating a patient having an amyloid deposition disease by 
administration of an immunoglobulin polypeptide which binds to an amyloid fibril. The 
antibodies can be provided in sterile saline or a pharmaceutical^ acceptable carrier such as 
Keyhole Limpet Hemocyanin, see in particularp. 17. The antibody inherently opsonizes upon 
binding, absent evidence to the contrary. The antibodies may be labeled by biotinylation or with 
radioactive tags such as 35S-Met, see in particular p.22. Thus, the reference teachings anticipate 
the claimed invention. 

11. Claims 1-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over Wrightham et' 
al., Blood, 69(3):919-23, March 1987, Walker et al., J. of Neuropathol. & Exp. Neurol., 
53(4):377-83, July 1994 (set forth above), Konig et al., W096/25435, 22 August 1996 and 

applicants specification. 

Walker et al., as set forth above teach in vivo administration of monoclonal antibody 

specific to labeling amyloid fibrils. 



Page 7 

Application/Control Number: 09316387 
Art Unit: 1647 

technicals 

fo^eattag^efo^ofamyloidpeptidedeposWonustagantibodies. 

• . U16 teach the routine of one of skill in the art to produce 
Applicants specification at pp. 14-16 teach the rou 

humanized and chimeric antibodies. 

°- rf * B, '* ,,,, " ,-dl " d 

Konig. 

^intheart— ^ 

^Kcantihodicsto^efinedan^tchain™^ 

claimed invention is rendered obvious to the skilled artisan. 

Status of Claims 
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ia . No claims flowed, the sta tus of this general application should 

bed i r ectedtotheC3roupre C epUontst ubmittedt0 Technology Center 1600, Group 

FAX a response, the current r AA mmumC ations from the exammer 

to reach the examiner by telepnon 
be reached at (703) 308-4623. 



Sharon L. Turner, Ph.D. 
January 15, 2001 
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WiMARY EXAMINER 



